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Patents and Trade Secrets in Biotechnology

A prominent concern of all companies involved in biotechnology is
the degree of protection they can obtain over the products and processes
they develop. In the United States this protection takes two main
forms: patents and trade secrecy.

In 1980 the Supreme Court ruled that a genetically engineered
microorganism could be patented. Although it remains unclear if
higher organisms can be patented under similar provisions, this ruling
has cleared the way for a wide variety of patent applications and
approvals in biotechnology.

One problem with patents in biotechnology involves the requirement
that patented inventions be described in enough detail that they can be
reproduced without undue experimentation. Because microorganisms
generally cannot be described in such detail, courts have stipulated
that this requirement must usually be met by depositing a sample of
the microorganism in a culture depository. This gives competitors
direct access to the microorganism, increasing the possibility of patent
infringement. Ways to restrict access to these deposits without violat-
ing the requirements of the patent law are being considered.

If the acquisition or enforcement of a patent appears difficult, a
company may rely instead on trade secrecy laws to protect a product or
process. In the United States the holder of a trade secret can obtain an
injunction or monetary damages in state courts against a party who
acquires the secret through improper means. However, there are
several drawbacks to trade secrecy laws. For one, they offer no
protection against someone who independently discovers the secret,
who may then patent it and prohibit the original party from using it.
Also, some states are less protective than others of the results of
research. Trade secrecy bars scientists from publishing the results of
their research in the scientific literature. And the theft of a trade secret
is often difficult to prove in court. Finally, it may be necessary to
release trade secrets in public forums to demonstrate the safety of a
proposed experiment.

University-Industry Relations

Most of the basic techniques that gave rise to biotechnology were
originally developed in university laboratories and other research
institutes, and biotechnology today remains perched on the leading
edge of research. For that reason, industry has a vital interest in
establishing and maintaining ties with academic research institutes.